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*Product ingredient source information may be entitled to confidential treatment*

j BPProved. UMD NO. <U/U-UUDUV, LU/ U-WdTr, ‘wv'r, LUV 1 LL, LUTU-J 104,
i

SEPA

United States
Environmental Protection Agency
Washington, DC 20460
Formulator’s Exemption Statement
(40 CFR 152.85)

Applicant's Name and Address
Preserve International
PO Box 17003
Reno, NV 89511

EPA File Symbol/Registration Number
66171-7

Product Name
Synergize

Date of Confidential Statement of Formula (EPA Form 857¢-4)
9/11/03

As an authorized representative of

(1) This product contains the fol

Glutaraldehyde

formulatior or repackaging
us from another person and

(3) Indicate by checking (A) or (

~1 (A) An accurate Confidential
That formula statement indi
paragraph (1).

¥] (B) The Confidential State!
accurate and contains the i

e applicant for registration of the product identified above, | certily that:

ing active ingredient(s):

Alkyl (C12 67%, C}4 25%, C16 7%, C18 1%) dimethyl benzyl ammonium chloride

) below which paragraph applies:

rmation required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

OR

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manpfacturi
other product which contains that active ingredient which is registered under FIFRA Section 3, is pu
ts the requirements of 40 CFR section 158.50(e)(2) or (3).

chased by

tatement of Formula (EPA FORM 8570-4) for the above identified product is attached to this statement.
tes, by company name, registration number, and product name, the source of the active ingredient(s)

listed i

nt of Formula (CSF)(EPA Form 8570-4) referenced above and on file with the EPA is compiste, qurrent, an

Source

Active Ingredient

Glutaraldehyde

T O

o

Product Name

Registration Nu r

\

Name and Title

Gary E. Gaumer, President

Date
August 17, 2011

Copy 1-EPA
Copy 2 - Appligant w*

W
N
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*Inert ingredient information may be entitled to confidential treatment*

BACKGROUND:

The registrant, Preserve International, has submitted the CSFs for the alternate formulation
(synergize-orange) and (synergize-orange-NF), for the disinfectant, fungicide and virucide non-
integrated end-use product, Synergize. The registrant is adding a new fragrance to the
formulation. Product Chemistry Reviewer has received the following documents:

* A letter dated, 12/28/10.

* Confidential Statements of Formula (CSFs) dated 11/22/10, for alternate (synergize
orange) and (synergize-orange-NF) formulations.

* Confidential Statement of Formula (CSF), dated 09/11/03, for the basic formulation.
FINDINGS:
1. The CSFs, dated 11/22/10, for alternate formulations are revised.
& The CSF and the label have the same nominal.
3. All certified limits meet the EPA standard certified limits.

4. The registrant used the CAS number [l for the solvent. The correct CAS number
is| . Sce recommendations.

8 The registrant used the CAS number 11-30-8 for one of the active ingredients (AI). The
correct CAS number is 111-30-8

6. The registrant used the CAS number 68391-05-5 for one of the active ingredients (AI).
The correct CAS number is 68391-01-5

CONCLUSIONS:

The CSFs, dated 11/22/10, for the alternate (synergize-orange) and (synergize-orange-
NF), formulations are acceptable. The proposed technical amendment meets the EPA Guidelines.
RECOMMENDATIONS:

The registrant must correct the CAS numbers for both of the active ingredients (Als), and
for the solvent. See findings 4, 5 & 6.

66171-7_D385357_REV_Preservelnternational
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*Product ingredient source information may be entitled to confidential treatment*

*Inert ingredient information may be entitled to confidential treatment*

umr'nnss ENVIRONMENTAL PROTECTI'\GENCY

'Gary E. Gaumer

Preserve International
P.O. Box 3135
Turlock, CA 95381

Subject: Synergize MAR 312
EPA Registration No.: 66171-7 i
Amendment Dated: December 28, 2010
EPA Receipt Date: January 4, 2011

Dear Mr. Gaumer,

4

This letter acknowledges receipt of the amendment identified above submitted under the
provisions of the Federal Insecticide, Fungicide, and Rodenticide Act (FIRRA), as amended.

e Submission of Alternate Formulations
Based on a review of the submitted information this amendment is unacceptable due to
the concerns listed below. You have submitted two alternate Confidential Statements of
Formulations (CSFs) dated 11/22/10. A number deficiencies have been identified.
1) Correct the CAS number of the active ingredient [ to read: 68391-01-5.

2) Correct the CAS number of the active ingrediént Glutaraldehyde to read: 111-30-8.

3) The perfume: || 1 s only been used as an active ingredient.

Submit information for clearance as a new non-food inert ingredient. The following website
provides guidance on this process: http://www.epa.gov/opprd001/inerts/

Please find the chemistry review attached. Submit the requested inert information and
revised CSFs addressing the issues noted above. Should you have any questions concerning this
letter, please contact Tracy Lantz at (703) 308-6415.

- Sigerely,;{aé
{0\ Vehi%oble.

Product Manager (31).

Regulatory management Branch I.

Antimicrobials Division (7510P)
5357 ;

SURNAME

OATE

210D T.L asadaxs2 /21 /116617134 WN&S
et Yy T T OUTT Y lummu

cescayeasesdascess sfesssnavonce esere covor essfsoeowenascnvssctesf coscocsvoss snnces -

N eceswe, tevenevesevecssnesfessssvesusvevsosoe pesesenas 490898000 shcnnssannsesaresencsfecnacsssosccnaseese : *

3

EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFISHAL FILE COPY
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*Inert ingredient information may be entitled to confidential treatment*

BACKGROUND:

The registrant, Preserve International, has submitted the CSFs for the alternate formulation
(synergize-orange) and (synergize-orange-NF), for the disinfectant, fungicide and virucide non-
integrated end-use product, Synergize. The registrant is adding a new fragrance to the
formulation. Product Chemistry Reviewer has received the following documents:

* A letter dated, 12/28/10.

* Confidential Statements of Formula (CSFs) dated on 11/22/10, for alternate (synergize
orange) and (synergize-orange-NF) formulations.

* Confidential Statement of Formula (CSF), dated 09/11/03, for the basic formulation.
FINDINGS:
- The CSFs, dated 11/22/10, for alternate formulations are revised.
2. The CSF and the label have the same nominal.
8 All certified limits meet the EPA standard certified limits.

4, This perfume ([ I 125 been only used as an active ingredient (AI).
Please see Recommendation section

. The registrant used the CAS number 11-30-8 for one of the active ingredients (AI). The
correct CAS number is 111-30-8

6. The registrant used the CAS number 68391-05-5 for one of the active ingredients (Al).
The correct CAS number is 68391-01-5
CONCLUSIONS:

The CSFs, dated 11/22/10, for the alternate (synergize-orange) and (synergize-orange-
NF), formulations are not acceptable. The proposed technical amendment is not acceptable.

RECOMMENDATIONS:

1) The registrant must correct the CAS numbers for both of the active ingredients (Als). See
findings 5 & 6.

2) This perfume has been only used as an active ingredient (AI). The information on
preparing a new non-food inert ingredient request can be accessed here:

http://www.epa.gov/opprd/001/inerts/

66171-7_D385357_Preservelnternational
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UeY 100 o /2010 (0 L
. 1

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY )
WASHINGTON, D.C. 20460 ™ . .
APR 17 200

EPA imzureem Office of Pesticide 2rog ams

The Dow Chemical Company o
1803 Buildiny . & ¢

Midland, Mi 48674 So¢ ?roy

Aftention: Rhonda *’~1ce-Moeser
Senior Regulatory Specialist

Subject: GLUTEX ™ GQ1 Sanitizer and Disinfectant
EPA Registration No. 464-700
Amendment Dated December 10, 2009

The amendment, suomitted in connectionwi  re_.3 tion under the Federa!l Insecticide,
Fungicide and Rodenticide Act (FIFRA), as amended, i cceptable.

Proposed Amendi.._nt

1. Change the primary p: oduct name

2, Alternate brand name

3. Add a disinfectant claim

4. Delete the eag sanitization claim

5. Revise labe anguage in response to the RED

General Comment

The request to change the alternate brand name from UCARCIDE™ 14 Antimicrobial”
to “GLUTEX™ GQ1 Sanitizer and Disinfectant” is acceptable.

A stamped copy of the “accepted” label ar icacy ~eview is enclosed for your records.

If you have any questions concerning this letter, please co.....t Martha Terry at (703) 308-

6217.

Sincerely .

7

Marshall Swindell /&/

Product Manager (33)

Regulatory Management Branch 1

Antimicrobials Division (7510P)
Enclosure
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UN IT&TAT ES ENVIRONMENTAL PROTECTIO'GENCY

rpis s

'Gary E. Gaumer '

Preserve International ]

P.O. Box 17003 ‘ DEC 20 2010 !
Reno, NV 89511 '
Subject: Synergize o

EPA Registration No.: 66171-7

Notification Dated: November 22, 2010

EPA Receipt Date: November 24, 2010

Dear Mr. Gaumer,
This letter acknowledges receipt of the notification identified above submitted under the

provisions of the Federal Insecticide, Fungicide, and Rodenticide Act (FIRRA), as amended and
PR Notice 98-10.

e Notification to add Alternate Formulations

Based on a review of the submitted information this notification is unacceptable due to
the concerns listed below. You have submitted two alternate Confidential Statements of
Formulations (CSFs) dated 11/22/10. A number or elements are missing from each CSF.

1) List the Reg. No. of this product; 66171-7 on each page of each CSF.

2) List the percent by weight of each component of each formulation. (column 13 b).
Also list in column 13 b the nominal identifying it with “n =" for each component which is not
supplied at 100% (each active ingredient,

3) List the Reg. No. of ﬂle quaternary ammonium active ingredient source.
4) List the total weight of each formulation.

Submit revised CSFs addressing the issues noted above. Should you have any questions
concerning this letter, please contact Tracy Lantz at (703) 308-6415.

-

Sincerely,

!

i Bé‘l Velma Noble.
Product Manager (31).

Regulatory management Branch 1.
Antimicrohials Division (7510P)

*Inert ingredient information may be entitled to confidential treatment*

CONCURRENCES

SYMBOL 7 siy p

wRNME oo @ %‘, .......... :
............ eof eocconssccsvessscefosacsvesncencoes .---'l-onuo.oo--ﬂ ecetdtencserecscsasdescrovsoncassnesode
lalao; [0 :

DATE

28 10D T 4 b Wia T Win Wa Y of iy o |a W ] o o
7 UL . L oL YT Eo0rt o ooy 17

eosogsafoovemena ese (21T *onee

EPA Form 1320-1A (1/90) Printed on Recycled Paper oFFICl

FILE CoPY
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: Form Approved. OMB No. 2070-0080. Approval Expires 5-31-98.
P United States
vEm Environmental Protection Agency
[ X X J
[ ] [ ]

Washington, DC 20460

soee Formulator's Exemption Statement
e (40 CFR 152.85)
Applicant's Nan® and \ddress EPA File Symbol/Registration Numoer
Preserve Internatienal XX x
PO Box 17003 4444 ®eecee 66171-7
Reno, NV 8951.1. -9 .o Product Name
[ ] ]
*%e o :"“: Synerg S yness, Le IR o N
L] L X J
. o 2508 Date of Confidential Statement of Formuls {EPA Form 8570-4)
men® 11/22/10

As an authori’zed r:epresentative of the applicant for registration of the product identified above, | certity that:

(1) This product contains the following active ingredient(s):

Alkyl (C12 67%, C14 25%, C16 7%, C18 1%) dimethyl benzyl ammonium chioride

Glutaraldehyde

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging another product which contains that active ingredient
which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled for at least
each use for which my product is proposed to be labeled.

(3) Indicate by checking (A) or (B) below which paragraph applies:

[X] (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is
attached to this statement. That formula statement indicates, by company name, registration number, and product
name, the source of the active ingredient(s) listed in paragraph (1).

OR
D {B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with the EPA is
complete, current, and accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient Product Name Registration Number

Alkyl (C12 67%, C14 25%, C16 7%, C18 1%)
dimethyl benzyl ammonium chloride

Glutaraldehyde

-

Signature W Name and Title Dewe
/ { ~ Gary E. Gaumer ///Zb//f—* ,

*Product ingredient source information may be entitled to confidential treatment*

EPK Form 8670-27 (Rev. 8-95) White - EPA copy
\/ Yellow - Applicant copy
* U8 GPO: 1996-388-320/20413
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Form Approved.”ﬂ No. 2070-0060. Approval Expires 5-31-98.

United States

o 1
Environmental Protection Agency
\VEPA Washington, DC 20460
Formulator's Exemption Statement
{40 CFR 152.85)

Applicant's Name and Address EPA File Symbol/Registration Number
Preserve International
PO Box 17003 66171-7

Reno, NV 89511 Product Name

Synergize S\, nes< e —Q e

Date of Confidentiel Statement of Formule (EPA Form 8570-4)

11/22/10

As an authorized representative of the applicant for registration of the product identified above, | certify that:

(1) This product contains the following active ingredient(s):
Alkyl (C12 87%, C14 25%, C16 7%, C18 1%) dimethyl benzyl ammonium chloride

Glutaraldehyde

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging another product which contains that active ingredient
which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled for at least
each use for which my product is proposed to be labeled.

{3) Indicate by checking (A) or (B) below which paragraph applies:

[X] (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is
attached to this statement. That formula statement indicates, by company name, registration number, and product
name, the source of the active ingredient(s) listed in paragraph {1).

OR

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with the EPA is

complete, current, and accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source
Active Ingredient Product Name Registration Number
Alkyl (C12 67%, C14 25%, C16 7%, C18 1%)
dimethy! benzyl ammonium chloride
Glutaraldehyde =T 0 S
[ ]
[ [ ]
o00000®
L ]
ee0000 L
[ ] [ I
Y [ o0 L]
e © ®
[ XXX XX ] ° ee
[ ] [ ]
Y (XY X
L ]
XY XX oooe
[ ] (]

o A, o

*Product ingredient source information may be entitled to confidential treatment*

Signatu Name and Title Date Teese
/ Z Gary E. Gaumer ”/7—"—/10
0-27 (Rev. 8-95)

EPA Form 8 v White - EPA ocopy

+ U8 GPO; 1996-388-820/20413




November 22, 2010

Ms. Velma Noble

Office of Pesticides Programs (7504C)

United States Environmental Protection Agency (NOTIFICATION)
Ariel Rios Building

1200 Pennsylvania Avenue, N.W.

Washington, DC 20460

Dear Ms. Noble:

Attached to this cover are the documents that have been requested by the USEPA, in Ms. Velma Noble’s
November 10, 2010 letter. These documents support Preserve International’s desire to register, via
notification, two additional alternate formulas for our product Synergize, EPA registration number 66171-7.

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR
152.46, and no other changes have been made to the labeling or the confidential statement of formula of
this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false
statement to EPA. 1 further understand that if this notification is not consistent with the terms of PR Notice
98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and [ may be subject to enforcement
action and penalties under sections 12 and 14 of FIFRA.

If I may be of further assistance, please feel free to contact me at 775-853-9776.
Thank you for your time and consideration.

Sincerely,
Preserve Interpati @

ary E. Gaumer
President
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*Product ingredient source information may be entitled to confidential treatment*

*Inert ingredient information may be entitled to confidential treatment*

\,

UNIT‘TATES ENVIRONMENTAL PROTECTIO‘GENCY

Gary E. Gaumer |
Preserve International 2
P.O. Box 17003 NOV 10 2010

Reno, NV 89511

Subject: Synergize
EPA Registration No.: 66171-7
Decisions 441288 and 441289
Notifications Dated: September 30, 2010
EPA Receipt Dates: October 12, 2010

Dear Mr. Gaumer,

This letter acknowledges receipt of the notifications identified above submitted under the
provisions of the Federal Insecticide, Fungicide, and Rodenticide Act (FIRRA), as amended and
PR Notice 98-10.

o Notification to add Alternate Formulations

Based on a review of the submitted information these notifications are unacceptable due
to the concerns listed below.

1) You have submitted two alternate formulations dated 9/24/10. Neither formulation
has an identifier. These two formulas must be identified to indicate that each is a distinctly -
different formula. It is suggested that you name each in a manner such as the following: #1 and
#2 or A and B, etc.

2) You have requested an alternate source of the active ingredient Glutaraldehyde.
When such a change is made by notification, you must submit a Formulator’s Exemption
Statement along with the application. (PR Notice 98-10, IIl. A) It appears that such a form was
requested to support the use of this alternate active ingredient in 2003. Accordmg to our records
no form was submitted in response to that request.

3) Your formulation containing [ NJll includes an attachment listing alternate
sources of Your Confidential Statement of Formula (CSF) form indicates one
source: . If you would like to add an additional source of Glutaraldehyde to this

formula, revise the CSF to reflect your intention.

COMCURRENCES
SYMBOL ‘75)0 P = :
- -..{:). --------------------------- ¢ 8000000000000 er ol €000000000094000cR0IVINesu0caceastinlsetenervsossascselegnas e
oate W 11000

EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFICIAL FILE COPY




111



112



113



114



115



116



117



118



119



120



121



122



123



124



125



126



127



128



129



130



131



SYNERGIZE

SANITIZING HATCHERY ROOMS, INCUBATORS AND HATCHERS, POULTRY HOUSES AND LIVESTOCK BUILDINGS BY FOGGING

A) HATCHERY ROOMS. ..use room off so fog is confined to room to be treated. Prepare a stock solution of one (1) part SYNERGIZE to four (4) parts water (25 Fluid ounces SYNERGIZE to 100 fluid ounces water). Insert the nozzle of the
fogging device through a suitable opening in be room. With the setting on maximum output, fog 125 fluid ounces for each 1000 cubic yards. Do not allow people to breathe or contact the fog or to enter the room until the fog has completely
settled or exhausted. Normally this is 1-4 hours in this environment.

NOTE: The generated fog is very irritating to eyes, skin, and mucous membranes. Under no circumstances should a room or building be entered by anyone until the fog has completely settled, normally 1-4 hours after the actual fogging. If
the building or room must be entered, then the individuals entering the building or room must wear a self contained respirator approved by NIOSH/MSHA, goggles, long sleeve shirt and pants.

B) INCUBATORS AND HATCHERS: Prepare a stock solution of one (1) part SYNERGIZE to four (4) parts water. Fog three (3) ounces per 100 cubic feet of this fogging solution into sefters and hatchers immediately after transfer. Repsat
daily. Discontinue Hatcher treatments approximatety 24 hours before pulling the hatch. Do not allow people to contact or breathe this fog and do not enter machines until the fog has settled (30-60 minutes after fogging is completed). To do
this, install permanent fogging nozzles in setters and hatchers and use an air compressor to disperse the sanitizing solution as a fog.

It is also satisfactory to fog setters and hatchers with a 1:1000 solution of SYNERGIZE. If this is done, fog for 30-90 seconds once per hour or once every two hours.

C) POULTRY HOUSES AND LIVESTOCK BUILDINGS: After the house has been depopulated and cleaned as in 1. A to F under “Disinfection of non-food surfaces, farm, animal, and poultry housing facilities and equipment”, double check
to be sure all people, poultry, livestock and pets have vacated the building. Close all windows, doors, curtains, etc. making the house as closed as possible. Prepare a stock solution of one (1) part SYNERGIZE to four (4) parts water (25 fluid
ouncas SYNERGIZE to 100 fluid ounces water). Insert the nozzle of the fogging device through a suitable opening in the room. With the setting on maximum output, for 125 fluid ounces for each 1000 cubic yards.The Fogger itself may be
placed just inside the door of the building to be treated, or the nozzle of the fogger may be inserted through a suitable opening in the door or building. The opening should be just large enough to accommodate the nozzie. After fogging, the
building should be kept closed for twenty-four (24) hours. After twenty-four (24) hours, the fog should have settied and the house can now be opened and aired. The house should be opened for a minimum of twenty-four (24) hours before
it is repopulated with pouttry or livestock.

NOTE: The generated fog is very imitating to eyes, skin, and mucous membranes. Under no circumstances should a room or building be entered by anyone until the fog has completely settled, normally 1-4 hours after the actual fogging. if
the building or room must be entered, then the individuals entering the building or room must wear a self contained respirator approved by NIOSH/MSH, goggles, long sleeve shirt and pants. If feeders and waterers were not removed from
the premises during treatment, or were not adequately covered to prevent contact with the treatment, they should be washed with detergent and water before use for pouftry or livestock.

Staphylococcus aureus A.T.C.C. 6538

Pseudomonas aeruginosa A.T.C.C. 15442

Salmonella enterica A.T.C.C. 10708

Aspergillus fumigatus A.T.C.C. 36607

Porcine Respiratory & Reproductive Syndrome Virus (PRRS)
Avian Influenza (H3N2)

Escherichia Coli F18

Porcine circovirus Type 2

== Manufactured by: DOT SHIPPING NAME

= P R E S E R VE Corrosive Liquid, Acidic,

Inorganic, n.o.s.

INTERNATIONAL (Phosphoric Acid), 8, UN3264, PG Il

Reno, NV 89511 « (800) 995-1607 » www.preserveinternational.com
Page 2 of 2
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UNI1T  'STATES ENVIRONMENTAL PROTECT\ AGENCY

D ST, :
N0 Ty UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
2 '{% WASHINGTON, D.C. 20460
§ OFFICE OF PREVENTION, PESTICIDES AND TOXIC SUBSTANCES ‘
JUN 2 4 2009

Mr. Gary E. Gaumer
Preserve International
P. O. Box 17003
Reno, NV 89511

Subject: SYNERGIZE _ . |
"EPA Registration Number 66171-7 ' _ >
Application Dated March 20, 2009
Received Date March 30, 2009

Dear Mr. Gaumer:

The following amendment submitted in connection with registration under the
Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is acceptable
the conditions listed below.

Proposed Amendment:
Add hatching egg sanitizer directions

Conditions
- Revise your label as follows:

1. Revise the “Boot/Shoe Wash” directions by deleting the phrase, “tracking harmful
organisms,” and stating “to prevent cross contamination..."

2. Revise the first statement under “Environmental Hazards” to be in agreement
with the ADBAC RED by stating “This pesticide is toxic to fish, aquatic
invertebrates, oysters and shnmp ?

3. Delete the “Sanitizing Using a Thermal Foggef’ heading and'state “Directions for
Fogging Animal Premises."

4, Any ADBAC product supporting fogging directions for animal housing facilities
and hatchery rooms must be revised to comply with the mitigation measures
addressed in the ADBAC RED. You must add the statement, “weara dust m/st

e sruee M. appa s, Also o,Jrevise e gecon Stateent under

\mnmz . . ]
L gl eesececertsssfesvecovesscssvossfesccsee seescvacee L AAAALA AT LI LT DAL L] Seescoovacoay r- ccccccccccccccc
. DATE ] . .

" EPA form 1320-1A (1/90) Printed on Recycled Paper

orﬂcu&m.e COPY
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UNIT_ 'STATES ENVIRONMENTAL PROTI T{  AGENCY

. ’

9oy

“Under no circumstances ....within two hours of t..2 actual fogging and a
minimum of 4 air exchanges (ACH) per hour in the facility.”

5. “Hatching Egg Sanitizer” directions are under the rood and Drug Administration's
jurisdiction. If you would like to support these di-~ztions on your label, you must
contact FDA and receive clearance fromthem. ( ce FDA clears your product for
use as a hatching egg sanitizer, you must includ a copy of FDA' letter with your

resubmission.

General Comments:

A stamped copy of the acceptable labeling is enc sed. Submit one (1) copy of
your final printed labeling before distributing or selling th< product bearing the revised

labeling.

~
-

Should you have any questions or comments concerning this letter, please contact
Drusilla Copeland at (703) 308-6224 or Velma Noble at

Ima Noble
roduct-Manag.. (31)

g : : | Regulatory Mar~gement Branch |
Antimicrobials [ rision (7510P)

Enclosure: stamped label

03) 308-6233.

o w/

. CONCURRENCES
symeoL : . : .
SURNAME o . ; . " . o
oate )l ' .
" 6P Fom 1320-1A (1/90) Printed on Recycled Paper OFFICIAL, FILE COPY



. SYNERGIZE is for uss on glazed

\

DESCRIPTION

SYNERGIZE is a multi-purpose disinfectant-cleaner. SYNERGIZE provides a broad
spectrum kil of gram negative and gram positive microorganisms. SYNERGIZE provides
effective disinfecting and cleaning in one operation. SYNERGIZE is effective in warm,
soft or hard water (as much as 1000 ppm CaCO3) and perbrms especially well in areas
containing 5% serum.

SYNERGIZE

CLEANER-DISINFECTANT

and Ule surfa sleal,

chrome, galvanized metal, tin, brass, zinc, glass, hard non-porous treated wood, poly-
ettlens, polypropylene, PVC (polyvinyl chioride), vinyl, sealed fiberglass, viton, ethylene
propytens, nitrila, acrylic and polyurethane.

DIRECTIONS FOR USE:

l!rsmvidahonolFodmlLawmuse!Ns ductin a Ir 1t with its {abeli
for disinfecting and L twdnon- slhasNolbrusemhed

bodorlmer

SYNERGIZE deaner-disint tis ffically k for i i use in the fo

Animal and Poultry Housling facifities: mrkzy Breeder, Grow Qut, nyer Layer, Halcherles
and Swine Producing Facifittes as well as the following equipment in lhese facillties:
Waterars, Feedars, Hauling Equipment, Drassing Plants, Loading Equipment, Farrowing
Barns, Nurserles, Blocks, Creep Areas, and Chutes. This product is also for use in Farm
Premise, Equine Facilities, Vea) Barns, Ratite Facillties {Ostrich, Emu and Rhea Facilities),
Calf Pens and associated Farm Vehicles.

USE DIRECTIONS:
Tn disinfect and clean hard non—porous surfaces of walls, ﬁoorl tables, sinks, refrigerator
‘ors, telephone booths and g: cans in { areas i with the
. hoted above. Apply a sotution of 1/2 ounce SYNERGIZE per gallon water (dilute

~
11256) to precieaned surfaces. Apply with cloth, sponge, mop or mechanical cosrse spray

device, making sure all surfaces are wetted thoroughly. Allow surfaces to remain wet for 10
minutes. All surfaces must ba rinsed with clean water and allowed to dry before reuse.

BOOT/SHOE WASH: To prevent gaaiimisnmaisiSSSIND into animal areas, shoe baths
containing one inch of freshly made disinfecting solution should be placed at all entrances
to building. Scrape walerproof shoes of boots and place in @ 1/2 ounce SYNERGIZE per
gallon water solution. Aliow the solution to come in canlact with the boot/shoe for 10 min-
utes. Change the disinfectl fution when vigibly dirty.

VEHICLES: To disinfect the non-porous, hard surfaces of vehicles use a solution of 1/2
ounce SYNERGIZE per gafion of water. Apply using a high pressure or coarsa spray sys-
tem. Leave all reated surfaces exposed to solution for 10 minutes, or more and ailow to air
dry. Al treated surfaces that will contact feed or drinking water must be thoroughly scrubbed
with s0ap or detergent then rinsed with potable water before reuse.

DIRECTIONS FOR USE IN SWINE PRODUCING FACILITIES:
1) Remove all animals and feed from the premises, vehicles and enclosures.
2) Empty all troughs, racks, and other feeding and watering appilances.
3) Remove all gross soil, bedding, manure, caked on dirt, spider webs, etc. from walis to
ceilings of bams, pens, stalls, chutes, and other facilitles occupled or traversed by hogs or
ather animals.
4) Thoroughly dean all surfaces with soap or detergent and rinse with water.
5) Thoroughly saturate all surfaces with a solution of 1/2 oz. SYNERGIZE per gation of
water (1:256), using conventional spraying methods.
6) Aliow all trealed areas o remain in contact with this solution for at least 10 minutes.
7) Immerse equipment used in handling and restraining animals, forka, shovels, and
nure in SYNERGIZE at a dilution of 1:256. Allow to rema
R R )
mmate bunldlngs, and othar closed spaces. Do not house swine or other livestock
“Until treatment has been absorbed, set, or dried.
9) Thoroughly scrub treated feed racks, froughs, automatic feeders, fountains, walterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN FARM PREMISES, EQUINE FACILITIES, VEAL BARNS,
RATITES FACILITIES, CALF PENS AND VEHICLES:
1) Do not use in milldng stalis, milking parlors, or mitk houses.
2) Remove all animals and feed from the premises, vehicles, and enclosures.
3) Remove all gross sofl, bedding, manure, caked on dirl, spider webs, etc. from floors, sur-
faces, and from walls to ceifing of barns, pens, stalls, chules, and other facilities occupied
or traversed by hogs or other animals.
4) Empty all troughs, racks, and other feeding and watering appliances.
5) Thoroughly clean all surfaces with soap or detergent and rinse with water.
6) Thoroughly saturate ail surfaces with a solution of 1/2 0z. SYNERGIZE per galion of
water (1:256), using ional spraying methods. Allow 10 remain in contact with this
solution for at least 10 minutes.

=& Manufactured by:

= —=PRESERVE

Sy Is specifically formulated for Industrial use in the
hllmtlng Animal and Poultry Hous!ng facilities: Turkey, Breeder, Grow Qut, Fryer,
Layer, Hatcherles and Swine Producing Facliities as well as the following equip-
mant in these facilities: Waterers, Fesders, Hauling Equipment, Loading Equipment,
Farrowing Barng, Nurseries, Blo Areas, and Chutes. This product Is also
for use in Farm Premise, Equi s, Ratluf:wﬂln (Oatrich,

Emu and Rhea F”IMEW Fam’Vehklu

Active Ingredients:

Ayl (C12 67%, C14 25%, C16 7%. Clﬂ 1%} &n?e&m'wwm chioride.....26.00%

o y 7.00%
Inert ingredlents:.................. ....67.00%
TOTAL... ....100.00%

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

See First Aid statement and additional precautions on side panel
STORAGE AND DISPOSAL

Do not contaminate water, food, or feed, by storage and disposal.

PESTICIDE STORAGE:

Store away from heat. Do not transfer to another containar. Do not reuse empty container
CONTAINER DISPOSAL:

Ptastic: Triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture
and dispase of in @ sanitary landfill, or incineration, or, if allowed by state and local authori-
ties, by burning. If bumed, stay out of smoke.

PESTICIDE DISPOSAL:

Pesticide wasles are acutely is. disposal of excess spray
mixture, or rinsale is a violation of Federal law If these wastes cannot be disposed of
by use according 1o label instruction, contact your State Pesticide or Environmental
Control Agency or the Hazardous Waste represantative at the nearest EPA Regional
Office for guidance.

7) Immerse all hallers, ropes, and other types of equipment used in handiing and
restraining animals, as well as forks, shovels and scrapers used for removing manure in
a solution of 1/2 oz. SYNERGIZE per gallon of waler {1:256). Allow to remain in contact
for 10 minutes.

Ri Unnfilata hidldinne rare haate rnane and nther dacad enacac Ma nat haiiea nanlire

and equipment which may come in contact with food with soap or detergent, and rinse
with potable water before reuse.

DIRECTIONS FOR USE IN POULTRY HOUSE:

1) Remove all poultry and feeds from premises, trucks, coops, and crates.

2) Remove all litter and droppings from foors, walls and surfaces of facilities occupiad
or traversed by poultry.

3) Empty afl troughs, racks, and other feeding and watering appliances.

4) Thoroughly clean all surfaces with soap or detergent and rinse with water.

5) Saturate surtaces with 1/2 ounce SYNERGLZE per gallon water (dilute1:256) for a
period of 10 minutes.

6) Ventilate bullding, coops, and other closed spaces. Do not house poultry or employ
equipment untl! it has been d. set, or dried.

7) Thoroughly scrub treated feed racks, troughs, automatic feeders, fountalns, waterers
and equipment which may come in contact with food with soap or detergent, and rinse
with potabie waler before reuse.

NVIRONMENTAL HAZARDS: This product is toxic to fish. Do not apply directly (o water,
not contaminate water by cleaning of equipment or disposal of wastes. Do not dis]
rge effluent containing this product into lakes, streams, ponds, estuaries, oceans of]
ther water unless in with the requi its of 8 Nationaf Pofiutant Discharges
imination Systam (NPDES) permit and the permitting authority has been notified in writ
ing prior to discharge. Do not discharge effluent containing this product to sewer systems;
ithout previously nolifying the local sewage treatment ptant authority. For guidance cond
e Water 8oard or Regional Office of the EPA,

= =

& = INTERNATIONAL ithou
E Reno, NV 89511 « (800} 995-1607 * www.preserveinternational.com
==

SANITIZING USING A THERMAL FOGGER:

Fogging is to be used as an adjunct prior to manual g and disinfecting of
room surfaces. Close room off so fog is conﬂned 1o room to ba traated Mix one {1) pan
SYNERGIZE to five (5) parts water. One (1) galion of SYNERGIZE to four (5) gallons of water.
Insert the nozzle of the fogger through a suitable opening into the room. With the setting on
maximum output, fog for one (1) minute to reach 4,000 cubic fest of spaoe in the room with
the thermal fogger. Do not afiow people to breathe or contact the fog or to enter the room untl
the fog has ly setiled or exhausted. y this is 14 hours in this environment
(loss time if area is well ventilated).

*NOTE: The fog generated by this method Is very iritating to eyes, skin, and mucous mem-
branes. Under no circumstances should a room or buiding be entered by anyone until the
fog has completely setiled, narmally 1-4 hours after fogging. If the building or raom must be
entered, then the individuals entering the building or room must wear a self contained raspira-
tor approved by NIOSH/MSHA, goggles, tong shirt sleeves and panis.

DOIRECTIONS FOR HATCHERY ROOM FOGGING:

Pnortobgghgsetunorhmﬂmsbod ducts and packaging must be d from
the room or After ol g, fog desired areas using one quart per 1000
cubic feet of room aru with a product solunon containing 0.25 to 1 ounce per galion water.
Vacate all areas of personnel and pouitry and feeds for a minimum of 2 hours after fogging
All food contad! surfaces, including feed troughs, automatic feeders, and fountains must be
d fol t with soap and water or detergent and rinsed with potable

water befors reuse.

*NOTE: The fog generated Is very irritating to eyes, skin, and mucous membranes. Under no
circumstances shouid a room or building be entered by anyone within two hours of the actal
fogging. Hf the building or room must be entered, then the individuals entering the building
must wear 3 Self contalned respirator approved by NIGSHMSHA, goggles, long sieeves and
long pants.

FOGGING IS TO BE USED AS AN ADJUNCT TO ACCEPTABLE MANUAL CLEANING AND
DISINFECTION OF ROOM AND MACHINE SURFACES.

PRECAUTIONARY STATEMENTS

Hazards to humans and domestic animals

DANGER
KEEP OUT OF REACH OF CHILDREN. C. . Causes eye d and skin
burns. May be fatal if inhaled. Harmful if swallowed or absorbed through skin. Do not get in
eyes, on skin or on clothing. Do not breathe spray mist. Wear goggles or face shield. Wear
a dust/mistAittering resplrator (MSHA/NIOSH approval number prefix TC-21C) or a NIOSH
aoprvvad respirator with any N, P. R, or HE prefiter. Wear protective clolhmg and rubber
‘aves. Protonged or frequent repaated skin contact se alt - . e indi-
uals. Wash hands before eating, drinking, chewi _ _ _ using o toilet.
Remove contaminated clothing and wash before reuse.

FIRST AID
IF IN EYES: Hold eye open and rinse siowly and gently with water for 15-20 minutes;
remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye; call
a poison control center or doctor for treatment advice.
iF ON SKIN OR CLOTHING: Take off contaminated clothing; rinse skin immediately
with plenty of water for 15-20 minutes; call a poison controt center or doctor for treat-
ment advice.
IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambu-
lance, then give arificial respiration, preferably by mc - ‘~-mout’ ™~
poison control center or dactor for further treatment ady
IF SWALLOWED: Call a poison control center or doctor immediately for treatment
advice; have person sip a glass of water if able to swallow; do not induce vomiting uniess
told to do so by the palson control center or doctor; do not give anything by mouth o an
unconscious person.
HOT LINE NUMBER: Have the product container or label with you when calling @ poison
control center or docror or going for treatment. You may also contact 1 (800) 255-3924
for ] vnlormauon For information on this pesticide (including
health concems, ical icide incidents), call the Nationa! Pesticide
Tefecommunications Network at 1 (800) 853-7375
NOTE TO PHYSICIAN: Probable mucesal damage may contraindicate the use of gastric
lavage. Measures against crculatory shock, resplratory depression and convulsion may

be needed.

DOT SHIPPING NAME

Corrosive Liquid, Acidic,
inorganic, n.o.s.
(Phosphoric Acid), 8, UN3264, PG it

EPA Reg. No. 661717

EPA Est. 66171-TN-001, 66171-CA-001
Patent Number: 5,891,922
Batch No: Net Contents:

135

O
@



136



137



138



139



. a 04757/:)005 .

71355~ _ UMITED STATES ENVIRONMENTAL PROTECTION AGENCY 13

MR T N6

Ms. Olivia Laird
Agent for Virocid :
Laird’s Regulatory Consuitant, Inc.

, 7804 Bracmar Place

i Leesburg, VA 20175

Subject: Virocid :
EPA Registration No. 71355-1
Amendment Date: November 18, 2004 _
EPA Receipt Date: November 19,2004 . .

Dear Ms. Olivia Laird,

The following amendment submitted in connection with registration under FIFRA
3(c)(7)(A) is acceptable with the conditions listed below.

. Addition of microorganisms

Conditions
Revise the label as follows:

1. Based on the Agency letter dated February 2, 2004, the following organisms were
- unacceptable and must be deleted from the label:

Campylobacter jejuni, Cornebac_terium pseudotuberculosis, Klebsiella pneumoniae,
Listeria monocytogenes, Orithobacterium rhinotracheale, Pateurella multocida,
Salmonella choleraesuis serotype enteritidis, Haemophilus paragallinarum, Mycoplasma
synoviae, Mycoplasma gallispecticum,, Bordetella avium, Salmonella cholerfisuis
serotype pulorum,, Fusarium dimerum, and Pencillium expansum.

- 2. You must add a double asterisk, **, t0 the bacteria, Mycoplasma hyponeumoniae, since

the product is effective in the presence of 25% soil load and 400 ppm AOAC synthetic -
water.
3. Under “Farm equipment and animal housing building,” revise step F by stating, “Fresh
15 } i if visibly soiled.”
MuOL n S SONCURRENCES
oATe ’[
EPA Form 1320-1A (180) .
Printad oa Recyclod Paper ' OFFICIAL MILE COPY
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

3. Under “Storage and Disposal” instructions, bold the subheadings, Storage, Pesticide
Disposal, and Container Disposal.”

Data Summary

Data Requirement

Mceans of Support

- Status

Virucidal Effectiveness Against Newcastle Disease Virus

Submitted study, MRID 464106-01

Acceptable at 1:400 dil in 5% soil,
400 ppm water at 10 min.

Virucidal Effectiveness Against Marek’s Disease Virus

Submitted study, MRID 4641606-02

Acceptable at 1:400 dil in 5% soil,
400 ppm water at 10 min

AOAC Use Dilution Test Against Mycoplasma
Hyopneumoniae ’

Submitted study, MRID 464106-03

Acceptable at 1:400 dil in 25% soil,

400 ppm water at 10 min

Vinucidal Effectiveness Against Avian Infectious
larynotracheitis virus

Submitted study, MRID 464106-04

Acceptable a1 1:400 dil in 5% soil,
400 ppm water at 10 min

Virucidal Effectiveness Against Porcine Respiratory and
Reporductive Syndrome Virus

Submitted study, MRID 464106-05

Acceptable at 1:400 dil in 5% soil,
400 ppm water at 10 min

Virucidal Effectiveness Against Avian Infuenza Virus

Submitted study, MRID_464426-0|

Acceptable at 1:400 dil in 5% soil,
400 ppm water at 10 min

Virucidal Effectiveness Against Avian Reovirus

Submitted study, MRID 464106-07

Acceptable; Not Reviewed

Virucidal Effectiveness Against Pseudorabies Virus

Submitted study, MRID 464106-08

e

I Acceptable at 1:400 dil in 5% soil,

400 ppm water at 10 min

AOAC Use Dilution Test S. suis, E. coli, S. choleraesuis,
ssp. choleraesuis, serotype typhisuis

Submitted study, MRID 464106-09

Acceptable at 1:400 dil in 5% soil,
400 ppm water at 10 min

Please Note: The Agency reviews animal disease data if they have been designated by the

World Organization for Animal Health as diseases that causes significant economic impact. - The
submitted study, MRID 464106-07, was not reviewed because Avian Reovirus is not recognized

as a disease that causes significant economic impact.

General Comments

A stamped copy of the labeling accepted with conditions is enclosed. Submit three (3)
copies of your final printed label before distributing or selling the product bearing the revised

labeling.

Submit and/or cite all data required for registration/reregistration of your product under

r

FIFRA section 3(c)(5) when the Agency. requires all registrants of similar products to submit

such data.

If the above conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA section 6(e). Your release for shipment of the product

bearing the amended labeling.
mor ’L eomutm
WRNALE )[
Darg "
EPA Form 1320-1A (1 :
oo Printed en Recycied Paper orﬂcwmtu cor™
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 3/ ?

If you have any questions regarding this letter, please contact Jacqueline McFarlane at
(703) 308-6416.

~ Sincerely, -

M//LV
Velma Noble
Product Manager (31)

Regulatory Management Branch |
Antimicrobials Division (7510C)

" Enclosure:  Efficacy Data Evaluation
Stamped Label

CONCURRENCRS

oL ’l

sunmaiie
oarz )l

EPA Form 1320-1A (1 :
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CVIROCID Y ...

CONCENTRATED BROAD SPECTRUM DISINFEQTANT ‘.

Active ingredients :

ALKYL® DIMETHYL BENZYL AMMONIUM CHLORIDE *(50% C14;40% C12;10% C1§), 17 060 %.(by Wt)

DIDECYL DIMETHYL AMMONIUM CHLORIDE
GLUTARALDEHYDE
Inert ingredients

KEEP OUT OF REACH OF CHILDREN

DANGER

VIROCID is effectlve against :
BACTERIA Dilution
Seimenella Cholersesuis (ATCC 10708)* 1:400

* %800% .

® 10.725 %eces
5&.415 :g’ ae
100.000 % save

Staphylococcus sureus (ATCC 8538)° 1:400

ATCC 15442;)° 1:400

1.400

1:400

1:400

1:400

1:400

1:400

1:400

M 1:400

1:400

- 1,400

a hyopneumoniae (ATCC 25934)* 1:400

Stre, suls (ATCC 43765)° 1:400

Saimonefis cholerasuis subsp. Cholerasuis, serotype typhisuis (ATCC 8321)* 1:400

colf 1:400

1:256

1:256

1:400

1:400

T men ATCC 9533, 1:400

| Porcine circovirug, type It (PCV, PT-1 cef)* 1:200

Pseudorabies (American BioResearch Laboratories)* 1:400

Porcine Respiratery and Reproductive Syndrome (Arko Laboratonies)” 1:400

Avian Reovirus (Spafas Strain)* 1.256

Marek's Dissase (Spafas Strain)* 1:400

Newcastie Dissase (Spafas Strain)* 1:400

Avian influenze (Turkey/\WVIs/66 strain - HON2)* 1:400

Avian Infactious Laryngotracheitis (Charies River laboratories)® 400
infactious Bursal Disease of Chickens (SPAFAS Strain 2512)* :

Algae and slime forming bacteria in recirculating water
cooling systems and evaporative condensers
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| FIRST AID STATEMENTS
Have product container with you when calling the poison control center, doctor, or going for medical treatment.
IF IN EYES * Hold eyelids open and rinse slowly and gently with water for 15-20 minutes.
¢ Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eyes
L ® Call a poison control center or doctor for treatment advice.
IF ON SKIN OR s Take off contaminated clothing.
CLOTHING » Rinse skin immediately with plenty of water for 15-20 minutes.
® Call a poisan control center or doctor for treatment advice.
IF SWALLOWED | « Calla poison control center or doctor immediately for treatment advice.
e Have person sip a glass of water if able to swallow.
¢ Do not induce vomiting uniess told to do so by the poison control center or doctor.
® Do not give anything by mouth to an unconscious person.
IF INHALED ¢ Move person to frash air.
o [f person is not breathing, call 911 or an ambulance, then give artificial respiration,

preferably mouth- to- mouth, if possible.
® Call a poison control center or doctor for further treatment advice.

NOTE TO PHYSICIAN :
Probable mucosal damage may contraindicate the use of gastric lavage.

APPLICATION :
Disinfection of non-food surfaces, farm, animal, and poultry housing facilities and equipment :

1. Farm Equipment and animal housing buildings (poultry & turkey grow-out houses, laying houses, swine

production and housing, bams and large animal buildings)

2. Hatchers, Setters, and chick processing facilities

3. Food processing plants (slaughterhouses)

4. Trucks and other vehicles

5. Veteninary hospitals.
Sanitizing hatchery rooms, incubators and hatchers, poultry houses and livestock bulidings by fogging.
Control of algae and slime forming bacteria in recirculating water cooling systems and evaporative
condensers.

DIRECTIONS FOR USE :

It is a violation of federal law to use this product in a manner inconsistent with its labeling.

Diginfection of non-food surfaces, farm. animal, and pouitry housing facilities and equipment :

1. Farm equipment and animal housing buildings (poultry & turkey grow-out houses, laying houses,
swine production and housing, barns and large animai bulldings) :

For disinfection of hard, non-porous surfaces : stainless, galvanized and painted steel, copper, aluminum,
finished wood, vinyl, plastics, glazed tiles, sealed brick walls, aluminium sandwich panels and feeding/drinking
equipment :

A. Remove all animals and feed from premises, vehicles and enclosures. Remove all fitter and manure from
floors, wallls and surfaces of barns, pens, stalls, chutes, and other facilities and fixtures occupied or
traversed by animals. Empty all troughs, racks, and other feeding and watering appliances.

B. Thoroughly clean all surfaces with soap or detergent and rinse with water. Saturate all surfaces with the
appropriate disinfection solution by using a coarse spray, mop, or sponge. Surfaces must remain wet for 10
minutes.

C. Ventilate buildings and other closed spaces. Do not house animals or employ equipment until treatment has
been absorbed or dried.

" see table top of label to determine the appropriate disinfection solution
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D. Thoroughly scrub treated feed racks, troughs, and other feeding and water appliances with soap or
detergent and rinse with potable water before reuse.

E. Disinfection of equipment : Immerse all halters, ropas, and other types of restraining equipment used in
handling and restraining animals, as well as forks, shovels, and scrapers used for removing litter and
manure in the appropriate disinfection solution* for 10 minutes. Allow to air dry.

F. Fresh disinfection solution should be made daily.

2. Hatcherles :

Remove all animals from the area. Thoroughly clean all surfaces (hatchers, setters, trays, racks, carts, sexing
tables, chick boxes, cages) with soap or detergent, then rinse with water. Saturate all surfaces with the
appropriate disinfection solution* by using a coarse spray, mop, or sponge. Surfaces must remain wet for 10
minutes. Do not house animals or employ equipment until surfaces have been absorbed or dried. Fresh
disinfection solution should bs made daily or if visibly soiled.

3. Food processing plants (including Chicken Processing Facllities) :

Before using this product, all food products and packaging materials must be removed from the room or carefully
protected. Thoroughly clean all surfaces with soap or detergent, then rinse with water. Disinfect hard, non-
porous surfaces by applying the appropriate disinfection solution® with a coarse spray, mop, or sponge. All
surfaces must remain thoroughly wet for 10 minutes. Allow to air dry. A potable water rinse is required for all
surfaces that come into contact with food.

4. Trucks and other vehicles :

Clean all vehicles including mats, crates, cabs, and wheels with high pressure water. Use the appropriate
disinfection solution* to treat all vehicles. Leave all treated surfaces exposed to disinfectant solution wet for 10
minutes. Allow to air dry.

5. Veterinary hospitals :

For disinfection of the following hard non-porous surfaces : floors, walls, ceilings, counters, cages,
feeding/drinking equipment, and handling/restraining equipment. Remove animals and feed from the premises.
Thoroughly clean all surfaces with soap or detergent, then rinse with water. Saturate surfaces with the
appropriate disinfection solution* by using a coarse spray, mop, or sponge. Surfaces must remain wet for 10
minutes. Immerse all leashes, muzzles, ropes or other types of equipment used to restrain or handle animals as
well as shovels, scrapers, and forks used to remove manure and litter. Do not house livestock or employ
equipment until surfaces have been absorbed or dried. Thoroughly scrub treated feeding and watering
equipment with soap or detergent and rinse with potable water before reuse. Fresh disinfection solution should
be made daily or if visibly soiled.

Preparation table :
dilution | Preparation method

1:1000
1:400 % fluid ounce per galion of water APR ¥ 2005
1.256 % fluid ounce per gallon of water
1:200 % fluid ounce per galion of water

11285~
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STORAGE AND DISPOSAL :

Do not contaminate water, food, or feed by storage and disposal

Storage : Store in a cool, dry place in tightly closed container away from children. Avoid temperatures below
23°F and above 113°F.

Disposal of pesticide : Pesticide wastes are acutely hazardous. Improper disposai of excess pesticide, spray
mixture or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use according to label
instructions, contact your State Pesticide or Environmental Control Agency, or the Hazardous Waste
representatives at the nearest EPA Regional Office for guidance.

Disposal of container : Triple rinse. Then offer for recycling or puncture and dispose in a sanitary

landfill. Disposal by incineration, or if allowed by state and local authorities, by burming. If bumed, stay out of
smoke.

ENVIRONMENTAL HAZARDS :

This pesticide is toxic to fish. Do not discharge effluent containing this product into lakes, streams, ponds,
estuaries, oceans or other waters unless in accordance with the requirements of a National Pollutant Discharge
Elimination System (NPDES) permit and the permitting authority has been notified in writing prior to discharge.
Do not discharge effluent containing this product into sewer systems without previously notifying the local
sewage treatment plant authority. For guidance contact your State Water Board or Regional Office of the EPA.

PRECAUTIONARY STATEMENTS

Hazard to humans and domestic animals

DANGER. Corrosive. Causes ireversible eye damage and skin burns. May be fatal if absorbed through the skin.
Do not get in eyes, an skin, or on clothing. Wear protective eyewear, protective clothing, and rubber gloves.
Harmful if inhaled. Avoid breathing vapor. Harmful if swallowed. Prolonged or frequently repeated skin contact
may cause allergic reaction in some individuals.

Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, or using tobacco.
Remove contaminated clothing and wash before reuse.

LIMITED WARRANTY AND DISCLAMMER :
The manufacturer warrants (a) that this product conforms to the chemical description on the label ; (b) that this product is a reasonable fit for
the purposes set forth in the directions for use when it is used in accordance with such directions ; and (c) that the directions, wamings and
other statements on this label are based upon responsible expert's evaluation of reasonable tests of effectiveness and of toxicity to
laboratory animals. Tests have not been made on all varieties or in all states or under all conditions. The manufacturer neither makes nor
intands, nor does it authorize any agent or representative to make, any other warranties, expressed or implied, and it expressly exciudes and
disciaims all implied warranties or merchantability and fitness for particular purpose. This warranty does not extend to, and the buyer shall be
solaly responsible for, any and all lass or damage which results from the use of this product in any manner which is inconsistent with the
labe! directions, wamings or cautions. Buyer's exclusive remedy and manufacturer's or sefier's exclusive liability for any and ail claims,
losses, damages, or injuries resulting from the use or handling of this product, whether or not such liabiity is based in the contract,
negligence, strict liability in tort of otherwise, shall ba limited, at the manufacturer's option, to replacement of, or the repayment of the
purchase price for, the quantity of product with respect to which damages are claimed. In no event shail manufacturer or seller be liable for
speclal, indirect or consequential damages resulting from the use or handiing of this product

EPA Reg. N°: 71355-1 EPA Est. N° : 71355-BEL-001
BATCH N° : see top / bottom EXPIRY DATE : see top / bottom
Net contents : see top / bottom

Produced by :
CID LINES NV/SA - Waterpoortstraat 2 - B 8900 IEPER - BELGIUM - EUROPE
Phone: 011-32-57-217877 - Fax: 011-32-57-217879
http:/Awww cidlines.com - info@cidlines.com

INNOVATIVE MYGIENE SOLUTIONS
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Washington, DC 20480

Environmental Protection Agency

X

stration
Amendment
Other

OPP Identifier Number

Application for Pesticide - Section |

1. Company/Product Number
66171-7

Zé 1EF‘A Product Manager

3. Proposed Classification

uct (Name)

TRy

PM#

D None D Restricted

5. Name and Address of Applicant finclude Z/P Code)

6. Expedited Review. in accordance with FIFRA Section 3(c)(3)

(b)(i), my product is similar or identical in composition and labeling
to:
EPA Reg. No._71355-1

Preserve International
PO Box 17003
Reno, NV 89511

I:] Check if this is a new address Product Name Virocid

Section - lI

Final printed iabeis in response to
Agency letter dated
D “Me Too" Application.

D Other - Explain below.

Amendment - Explain below.

D Resubmission in response to Agency letter dated

D Notification - Explain below.

Explanation: Use additional pagels) if necessary. (For section | and Section i1.)
Revision of fodding directions.

Section - Il

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Peckaging 2. Type of Container
H Yeos® B Yeos B Yeos Metal
Plastic
No No No Glass
. . i "Yes® No. per If "Yos® No. per Paper
* Certification must Unit Packagi : ¢ :
aging wgt. container Package wgt container Other (Specify)
be submitted e :
3. Location of Net Contents information 4, Size(s) Retail Container 5. Location of Label Directions
On Label
D Label D Container On Labeling sccompanying product
6. Manner in Which Label is Affixed to Product Lithograph G Other
Paper glued
| S Stenciled

Section - IV
1. Contact Point /Compilete items directly below for identification of individual to be contacted, if necessaery, to process this application.)

Neme Title Telephone No. (include Area Code)
Gary E. Gaumer President 775-853-9¢76e 2«
Certification cevons °§ Dygte®Applicetion
| cortify that the statements | have mede on this form and all attachments thereto are true, accurate and c’mpptg. Resdived
) acknowiedge that any knowingly false or misteading statement may be punishable by fine or imprisonment or o '(Stamped)
both under applicsbis law. esscse o' o o
A -~ e oo
2. Signatu 3. Title *ee’ cooe
(I XX X} ¢ ®
24{. President s O °* : *
<« d [ TXT XY
4. Typs@'Neme 5. Date ot
[ A X X}
Gary E. Gaumer December 16, 2009 . ol : ‘e
[ ]

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete.

Whits - EPA File Copy (original)

YnllorsoAppllcam Cop
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OPP identifier Number

Amendment
Washington, DC 20460 X | Other

Application for Pesticide - Section |

16.6910;1‘.7'“”’“““ Number 2. EPA Product Manager 3. Proposed Classification
icted
4, Company/Product (Nama) Mz (S D None D Restrict
Synergize
S. Name and Address of Applicant finciude ZIP Code/ 6. Expedited Review. In accordance with FIFRA Section 3(c){(3)
Preserve International (b)li), my product is similar or identical in composition and labeling
PO Box 17003 to:
Reno, NV 89511 EPA Reg. No.
D Check if this is a new address Product Name

Section - Il

D Amendment - Explain below. Final printed labels in response to
Agency letter dated

D Resubmission in response to Agency letter dated D *Me Too" Application.

Notification - Explein below. D Other - Explain below.

Explanation: Use edditional pagel(s) if nacessary. (For saction | and Section 11.)
\ Notification to comply with PR Notice 2007-4. (Container Handling)

Section - Il

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
B Yes® Yeos B Yes Metal
Plastic
No No No Glass
. . Hf “Yeos" No. per If "Yos® No. per Paper
® Certification must Unit Packaging w container Packa; i
. ge wgt container Other (Specify)
be submitted sging wat | pecify
3. Location of Net Contents information 4. Size(s) Retail Container 5. Location of Label Directions
On Label
D Label D Container On Labeling sccompanying product
6. Manner in Which Label is Affixed to Product Lithograph ﬁ Other
Paper glued
#ﬁstonco od

Section - IV
1. Contact Point {Complets items directly below for identification of individusl to be contacted, if necessary, to process this application.)

Name Title Telephone No. (Include Area Code}
Gary Gaumer President 775-853-9776
: LX) : D .
Certification 8. Dete Application
| cortify that the statements | have made on this form and all attachments thereto are true, accurate and 9omglete. o E:‘:‘.‘v“
| acknowledge that knowingly felee or misleading statement may be punishable by fine or impricomun.t.w': ° {Stamped)
both under -ppliugl:w. HE N
2. Signature 3. Title cesces Eu.:.
LJ L]
V i e Goee
President ceses ®eees®
4. Typed lyéfne 5. Date celes® .
L [ XN XY o
Gary Gaumer October 27, 2009 seee
L X )
| EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. Whits - EPA Flle Copy {original) *° %ﬁf&- Applicant Cop
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SYNERGIZE

DIRECTIONS FOR HATCHERY ROOM FOGGING:
Prior to fogging setters or hatchers, food products and packaging must be removed from the room or carefully protected. Wear a dust imst.:

respirator when mixing the use solution and pouring it into the fogging apparatus. After cleaning, fog desired areas using one quart per 1obo ¢ " °
cubic feet of room area with a product solution containing 0.25 to 1 ounce per gallon water. Vacate all areas of personnel and poultry and feeds
for a minimum of 2 hours after fogging. All food contact surfaces, including feed troughs, automatic feeders, and fountains must be disinfected g*¢* see = o ..
followed by treatment with soap and water or detergent and rinsed with potable water before reuse. A O
*NOTE: The fog generated is very irritating to eyes, skin, and mucous membranes. Under no circumstances should a room or building be ¢eee o s
entered within two hours of the actual fogging and a minimum of 4 air exchanges (ACH) per hour in the facility. If the building or room must be
entered, then the individuals entering the building must wear a self contained respirator approved by NIOSH/MSHA, goggles, iong sleeves and
logg pants.
#ING IS TO BE USED AS AN ADJUNCT TO ACCEPTABLE MANUAL CLEANING AND DISINFECTION OF ROOM AND MACHINE
SURFACES.
Staphylococcus aureus A.T.C.C. 6538
Pseudomonas aeruginosa A.T.C.C. 15442
Salmonella enterica A.T.C.C. 10708
Aspergillus fumigatus A.T.C.C. 36607
Porcine Respiratory & Reproductive Syndrome Virus (PRRS)
Avian Influenza (H3N2)
Escherichia Coli F18
Porcine circovirus Type 2
SANITIZING EGG SHELLS INTENDED FOR FOOD DIRECTIONS:
To sanitize previously cleaned food-grade eggs in shell egg and egg product processing plants, spray with a solution of % ounce of this
product per 5 gallons of warm water (or equivalent use dilution) (200 ppm active). The solution must be warmer than the eggs, but not to
exceed 130°F. Wet eggs thoroughly and allow to drain. Eggs sanitized with this product must be subjected to a potable water rinse only if
v are to be broken immediately for use in the manufacture of egg products. Eggs must be reasonably dry before casing or breaking. The
- tion must not be re-used for sanitizing eggs.
Note: Only clean, whole eggs can be sanitized. Dirty, cracked or punctured eggs cannot be sanitized.
== Manufactured by: DOT SHlPPING NAME
= = R E S E R VE Corr::sive Lliquld, Aclidic,
= norganic, n.o.s.
= INTERNATIONAL (Phosphoric Acid), 8, UN3264, PG I
= Reno, NV 89511 ¢ (800) 995-1607 « www preserveinternational.com
- Page 2 of 2 1 56




RISK: ASSIGN‘@T FORM
Antimicrobial: pivlslon/Reﬁur atory'Mariagement Branch Il

EPA Flle 5vmbol/Re

:44/7, 7

| Actlon code‘,
RIAFEE AMOUNT:

1

Declslon No. ;/ ,g 5 é/g Subw
'FQPA Action Code: |:No
FOYEE

ﬂ/)f%f o '/w MZ@/JI” Ph ot o D007/

nArs FEEPAID:  |'RESPONSECODE:  RESPONSEDATE:




From: Fitz.Nancy@epamail.epa.gov
Subject: Re: 2007-4
Date: October 27, 2009 6:51:25 AM PDT
To: "Gary E. Gaumer" <gegaumer@preserveinc.com>
Cc: Fuller.Demson@epamail.epa.gov, Edwards.Dennis@epamail.epa.gov, Kasai.Jeanne@epamail.epa.gov
¥ 1 Attachment, 30.1 KB |

Gary,

/e have reviewed the October 13, 2009 version of your container handling
instructions attached below and we have determined that they are
acceptable. These container handling instructions use the exact
language from the container regulations and PR Notice 2007-4 so the
changes can be made by notification.

Thank you for consulting with us ahead of time to make sure that the
revised instructions are acceptable - this saves time for all of us!

If you have any questions or need more information, please contact
Jeanne Kasai at kasai.jeanne@epa.gov or me.

Nancy Fitz

Office of Pesticide Programs

U.S. Environmental Protection Agency

(703) 305-7385 (phone)

(703) 308-2962 (fax)

fitz.nancy@epa.gov (e-mail)

Pesticide container & containment web site:
http://www.epa.gov/pesticides/regulating/containers.htm

[ ———————— > :ooo:o
| Date: | ¢
| R > cacsns E-oo:o
- e o
110/13/2009 12:06 PM [ e °
v-!.ooo :ooo:o
[E———— > e . °
| Subject: | oo LI
R > ":... (XXX
00‘:.0 ®
IRe: 2007-4 | LI
o000 e
L ] [ X ]
® o [ ]
[ XX
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_@\“’D sr"’z;,._ UDED STATES ENVIRONMENTAL PROTEQON AGENCY

Fe 3 WASHINGTON, D.C. 20460
I\ ¢
% v/
‘p".!L PRG“'G
April 1, 2009
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
GARY GAUMER
PRESERVE INTERNATIONAL

PO Box 17003
RENO, NV 89511-

PRODUCT NAME: SYNERGIZE

COMPANY NAME: PRESERVE INTERNATIONAL
OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 66171-7

EPA RECEIPT DATE: 03/30/09

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for fast track status.

If you have any questions, please contact Antimicrobials Division, Risk Management
Team 31, at (703) 308-6233.

Sincerely,

Front End Processing Staff
Information Services Branch

Information Technology & Resources Management Division
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SO ST unnhm'res ENVIRONMENTAL PROTECTI‘AGENCY
] ; WASHINGTON, D.C. 20460

<]
£ )
Zz
% g

X

) é

4L pROVE
April 25, 2006
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-365344

EPA File Symbol or Registration Number: 66171-7 -
Product Name: SYNERGIZE

EPA Application Receipt Date: 27-Feb-2006

EPA Waiver Request Receipt date: 17-Mar-2006
EPA Company Number: 66171

Company Name: PRESERVE INTERNATIONAL

GARY GAUMER

PRESERVE INTERNATIONAL
PO Box 3135

TURLOCK, CA 95381

SUBJECT: Approval of 100% Small Business Waiver Request

Dear Registrant:

The Office of Pesticide Programs has approved your request for 100% waiver of the
pesticide registration fee associated with the action referenced above. The decision review
period for this action begins on the date of this letter.

The Action has been identified as Action Code: AS57

AMENDMENT;NON-FAST TRACK

If you have any questions, please contact Pesticide Registration Service Fee
Ombudsman, at (703) 308-6432.

Sincerely, /
0 -

Py Armold E. Layne, Director
\~ Information Technology & Resources Management Division
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Material to be added to a Mini-dac <et
(in the case where an e-Jacket exists)

Reg.No. <42/ 7/~ 7

Send to SIG: chieck box

This mat_eriél is:

~ New stamped-accepted label
O New CSF

= Notification

= Final Printed Label

- Other:

instructions: -Attach this notice on top of the
material. It must be clipped all together and
there should be NO STAPLES in the material.
Then give the material with this coversheet to
staff in the Information Services Center (Room
230).

Reviewer’s Name: %fﬁ//,@/

Phone:Zea5-¢35 7 Div‘ision‘: 72

Date: . 3/4¢/0) &ze
| =hlo7
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Material to be added to a Mini-dacket

(in the case where an e-dacket exists)

Reg. No.

Send to SIG: check box

This material is:

lew stamped-accepted label
7 New CSF
~ Notification
— Final Printed Label

Other:

instructions: Attach this notice on top of the
material. It must be clipped all together and
there should be NO STAPLES in the material.
Then gi. 2 the material with this coversheet to
staff in the Information Services Center (Room
230).

- 7

Reviewer’s Name:

Phone: ___Division: _
Date:

182
Current as of Wednesday, March 01, 2006
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SANITIZING USING A THERMAL FOGGER:

Fogging is to be used as an adjunct prior to acceptable manual cleaning
and disinfecting of room surfaces. Close room off so fog is confined to
room to be treated. Mix one (1) part SYNERGIZE to five (5) parts water.
One (1) gallon of SYNERGIZE to four (5) gallons of water. Insert the
nozzle of the fogger through a suitable opening into the room. With the
setting on maximum output, fog for one (1) minute to reach 4,000 cubic
feet of space in the room with the thermal fogger. Do not allow people to
breathe or contact the fog or to enter the room until the fog has com-
pletely settled or exhausted. Normally this is 1-4 hours in this environ-
(less time if area is well ventilated).
*NOTE: The fog generated by this method is very irritating to eyes, skin,
and mucous membranes. Under no circumstances should a room or
building be entered by anyone until the fog has completely settled, nor-
mally 1-4 hours after fogging. If the building or room must be entered,
then the individuals entering the building or room must wear a self con-
tained respirator approved by NIOSH/MSHA, goggles, long shirt sleeves
and pants.
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MEMORANDUM
DATE: November 16, 2006

SUBJECT: Secondary Review of Contractor’s (DynCorp Systems & Solutions LLC)
Efficacy Review for Synergize;
EPA Reg. No. 66171-7;
DP Barcode: D332344

FROM: Lorilyn M. Montford A7 /// / é’/o 2
Efficacy Evaluation Team

Antimicrobials Division (7510P)

THRU: Dr. Tajah Blackburn, Ph.D., Acting Team Lea
Efficacy Evaluation Team
Antimicrobials Division (7510P)

TO: Velma Noble, PM 31/Drusilla Copeland
Regulatory Management Branch I
Antimicrobials Division (7510P)

APPLICANT: Preserve International
Reno, NV

FORMULATION FROM LABEL:

Active Ingredient(s) % by wt.
Alkyl (C,, 67%, C,, 25%, C,, 7%, C,, 1%)

dimethyl benzyl ammonium chloride.............................oeeeee 26%
Glutaraldehyde............ooiiiiiiii e, 7%
INERT INGREDIENTS
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I BACKGROUND

The product, Synergize (EPA Reg. No. 66171-7), is an EPA-approved disinfectant
(bactericide, virucide, fungicide) for use on hard, non-porous surfaces in farming and animal care
environments. The label claims that the product is effective in the presence of 1000 ppm hard
water and a 5% organic soil load. The applicant requested to amend the registration of this
product to add claims for effectiveness as a disinfectant against Porcine circovirus type 2. The

study was conducted at MicroBioTest, Inc., located at 105 Carpenter Drive in Sterling, VA
20164.

This data package contained a letter from the applicant to the Agency (dated July 24,
2006), one study (MRID No. 469088-01), a Statement of No Data Confidentiality Claims for this
study, and the proposed label.

I USE DIRECTIONS

The product is designed for use in disinfecting hard, non-porous surfaces such as
appliance exteriors, equipment (e.g., feeders, hauling equipment, loading equipment, waterers),
floors, garbage cans, sinks, tables, telephone booths, and walls. The proposed label indicates that
the product may be used on hard, non-porous surfaces including: fiberglass, glass, glazed
ceramic, glazed tiles, metal (e.g., aluminum, brass, chrome, galvanized metal, stainless steel, tin),
plastic (e.g., acrylic, polyethylene, polypropylene, polyvinyl chloride, vinyl), and treated wood.
Directions on the proposed label provided the following information regarding preparation and
use of the product as a disinfectant: Pre-clean surfaces. Prepare a use solution by adding 0.5
ounce of the product to 1 gallon of water (a 1:256 dilution). Apply the use solution with a cloth,
sponge, mop, or mechanical coarse spray device until surfaces are thoroughly wet. Treated
surfaces must remain wet for 10 minutes. Rinse with clean water. Allow to air dry. Food
contact surfaces must be scrubbed with soap or detergent and rinsed with potable water prior to
use.

II'  AGENCY STANDARDS FOR PROPOSED CLAIMS

Virucides

The effectiveness of virucides against specific viruses must be supported by efficacy data
that simulates, to the extent possible in the laboratory, the conditions under which the product is
intended to be used. Carrier methods that are modifications of either the AOAC Use-Dilution
Method (for liquid disinfectants) or the AOAC Germicidal Spray Products as Disinfectants
Method (for spray disinfectants) must be used. To simulate in-use conditions, the specific virus
to be treated must be inoculated onto hard surfaces, allowed to dry, and then treated with the
product according to the directions for use on the product label. One surface for each of 2
different product lots of disinfectant must be tested against a recoverable virus titer of at least 10*
from the test surface for a specified exposure period at room temperature. Then, the virus must
be assayed by an appropriate virological technique, using a minimum of four determinations per

2
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each dilution assayed. Separate studies are required for each virus. The calculated viral titers
must be reported with the test results. For the data to be considered acceptable, results must
demonstrate complete inactivation of the virus at all dilutions. When cytotoxicity is evident, at
least a 3-log reduction in titer must be demonstrated beyond the cytotoxic level. These Agency
standards are presented in DIS/TSS-7.

Supplemental Claims

An antimicrobial agent identified as a “one-step” disinfectant or as effective in the
presence of organic soil must be tested for efficacy with an appropriate organic soil load, such as
5 percent serum. These Agency standards are presented i» PIS/TSS-2. On a product label, the
hard water tolerance level may differ with the level of antimicrobial activity (e.g., sanitizer vs.
disinfectant) claimed. To establish efficacy in hard water, all microorganisms (i.e., bacteria,
fungi, viruses) claimed to be controlled must be tested by the appropriate Recommended Method
at the same hard water tolerance level. These Agency standards are also presented in DIS/TSS-2.

A4 COMMENTS ON THE SUBMITTED EFFICACY STUDY

1. MRID 469088-01 “Virucidal Effectiveness Test, Post weaning multisystemic
wasting syndrome (Porcine circovirus type 2)” for Synergize, by Lauren A. Blaszak.
Study conducted at MicroBioTest, Inc. Study completion date — July 18, 2006.
Laboratory Project Identification Number 366-107.

This study was conducted against Por« e circovirus type 2 (obtained from American
BioResearch Laboratories) using cultures of PT-1 cells (obtained from American BioResearch
Laboratories) as the host system. Two lots (Lot Nos. 33458 and 33519) of the product,
Synergize, were tested according to MicroBioTest Protocol “Virucidal Effectiveness Test, Post
weaning multisystemic wasting syndrome (Porcine circovirus type 2),” dated May 9, 2006 (copy
provided). A use solution was prepared by adding 1 mL of the product to 255 mL of 1000+2.9%
ppm AOAC synthetic hard water (titration results not provided; a 1:256 dilution). The stock
virus culture contained at least a 5% organic soil load. Films of virus were prepared by spreading
0.2 mL of virus inoculum uniformly over the bottoms of separate sterile glass Petri dishes. The
virus films were dried at ambient temperatures. Each virus film was treated with 2.0 mL of the
use solution for 10 minutes at 23°C. After the contact period, the virus-disinfectant mixture was
neutralized with 2.0 mL of fetal bovine serum containing 0.3% glycine. The plates were scraped
with a cell scraper to re-suspend the contents. Ten-fold serial dilutions were prepared, using
RPMI 1640 containing 5% fetal bovine serum. PT-1 cells were inoculated in quadruplicate with
an unspecified amount of each dilution. The cultures were incubated for 5-7 days at 36+2°C in
5+1% CO,. The plates were assayed by an immunofluorescence assay. Controls included those
for plate recovery, cytotoxicity, cytotoxicity-related viral interference, cell viability/sterility, and
neutralizer effectiveness. The 50% fluorescent focus forming unit dose per mL (FFFUDsy/mL)
was determined using the method of Reed and Muench.
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A\ RESULTS

MRID Organism Results Plate Recovery
Number Lot No. Lot No. Control
33458 33519 (FFFUDsy/mL)
469088-01 | Porcine 10 dilution Cytotoxicity | Cytotoxicity 10>°
circovirustype2 | 107to 107 | Complete | Complete
dilutions inactivation | inactivation
FFFUDsy/mL |  <10*° <10~
Log >10*% >10°%
reduction
VI CONCLUSIONS

1. The submitted efficacy data (MRID No. 469088-01) support the use of the product, Synergize,
as a disinfectant with virucidal activity against Porcine circovirus type 2 on hard, non-porous
surfaces in the presence of 1000 ppm hard water and a 5% organic soil load for a contact time of
10 minutes at a 1:256 dilution. A recoverable virus titer of at least 10* was achieved.
Cytotoxicity was observed in the 107 dilutions. Complete inactivation was indicated in all
higher dilutions tested. At least a 3-log reduction in titer was demonstrated beyond the cytotoxic

level.

VIl

RECOMMENDATIONS

1. The proposed label claims that the product, Synergize, is an effective disinfectant against
Porcine circovirus type 2 on hard, non-porous surfaces in the presence of 1000 ppm hard water
and a 5% organic soil load for a contact time of 10 minutes at a 1 ounce per gallon dilution. Data
provided by the applicant support this claim.

2. Making the following changes would improve the proposed label:

- Under the “Description” section (left panel), change “fiberglass” to read “sealed
fiberglass.” Fiberglass is a porous surface.

- Under the “Use Directions” section regarding vehicles (left panel), change *“course
spray” to read “coarse spray.”

- Under the list of microorganisms, change “Avian influenza” to read “Avian influenza
virus (H3N2).”
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S0 T U’ED STATES ENVIRONMENTAL PROTEQON AGENCY

é” 3 WASHINGTON, D.C. 20460

3 N2 ¢

% &

4L ppove’
August 16, 2006
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PRESERVE INTERNATIONAL
PO Box 3135

TURLOCK, CA 95381

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 28-JUL-06. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in
all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.
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469088-00

’ @
S ~_PRESERVE
= = INTERNATIONAL
www.Preservelnternational.com

ﬂ

Office of Gary E. Gaumer P.O. Box 17003, Reno, NV 89511 « Bus: (775) 853-9776 Fax: (775) 853-9212 + email: gegaumer@preserveinc.com

July 24, 2006

Ms. Velma Noble
Office of Pesticides Programs (7504C)
United States Environmental Protection Agency (AMEND)

Ariel Rios Building
1200 Pennsylvania Avenue, N.W

Washington, DC 20460

Dear Ms. Noble:
Preserve International is submitting amendment documents, for our product Synergize

EPA Registration Number 66171-7
Amendment to add Porcine circovirus type 2 to the label

1
If I may be of further assistance, please feel free to contact me at 775-853-9776

46908801

Thank you for your time and consideration

Sincerely,
Preservg’Intepfratjonal

President
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S0 ST UQED STATES ENVIRONMENTAL PROTESON AGENCY

s A % WASHINGTON, D.C. 20460
q"L mcﬁ-é‘f
August 4, 2006
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT

OPP Decision Number: D-369573

EPA File Symbol or Registration Number: 66171-7
Product Name: SYNERGIZE

EPA Receipt Date: 28-Jul-2006

EPA Company Number: 66171

Company Name: PRESERVE INTERNATIONAL

GARY GAUMER

PRESERVE INTERNATIONAL
PO Box 3135

TURLOCK, CA 95381

SUBIJECT: Receipt of Amendment Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application for Amendment. If you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide
Registration Improvement Act.

The Action has been identified as Action Code: A57

AMENDMENT;NON-FAST TRACK;

Please remit payment in the amount of: $ 3,150 to:

By USPS:
USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 360277
Pittsburgh, PA 15251
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By Courier:

U.S. EPA Washington Finance Center
Pesticide Registration Service Fee
C/O Mellon Client Service Center
500 Ross Street, Room 670

Box 360277

Pittsburgh, PA 15251-6277

Attn: EPA Module Supervisor
Telephone: (412) 236-2294

All payments must be in United States currency by check, bank draft, or money order drawn -
to the order of the Environmental Protection Agency. To ensure proper credit, please write the
OPP DECISION NUMBER on your check, and enclose a copy of this letter with your payment.

You may be eligible for a full or partial waiver of the registration service fee if, for example,
you qualify as a small business or are applying for a minor use, or if your application is soley
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above. OPP will not consider waiver requests after the registration service
fee has been paid. Information regarding eligibility and how th request and document a fee
waiver is available on the OPP Fee for Service web site at www.epa. gov/pesticides/fees.

Please send Registration Service Fee Waiver requests to:

By USPS: By Courier:

Document Processing Desk (WAIVER) Document Processing Desk (WAIVER)
Office of Pesticide Programs (7504P) Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency U.S. Environmental Protection Agency
1200 Pennsylvania Ave NW Room S-4900, One Potomac Yard
Washington, DC 20460 2777 S. Crystal Drive.

Arlington, VA 22202

A PRIA decision time review period will not start until a fee waiver is granted and/or the
Agency receives certification that the outstanding fee has been paid. If the Agency does not
receive certification of payment for this action or a fee waiver request within the next 45 days,
the Agency will presume that you no longer want to pursue this action. The Agency will then
initiate a process that may result in administrative withdrawal of this action.

If you have any questions, please contact the Pesticide Registration Service Fee Ombudsman,

at (703) 308-6432.
SmweW

Front End Processing Staff
Information Technology & Resources Management Division
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[Fee for Service]  {797114#-~

This package includes the following for Division

New Registration | *AD
* Amendm 'BPPD

" RD
Studies?
_ Risk Mgr. | 31
~volpay % Reduction: ‘ \

Receipt No. S-| 797114
EPA File Symbol/Reg. No. 66171-7
Pin-Punch Date: 7/28/2006

[ 1 This item is NOT subject to FFS action.

Action Code: Parent/Child Decisions:

Requested:

Granted: | 4 &7

Amount Due: $

Reviewer: | /Q/QA\C/M% Date: %~ - O%

Remarks:
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® O
Material to be added to an e-Jacket

Reg. No. b(ﬁm /'7

1. ,Placément within the e-._Jacket:

~ Default: chronological top |
~ ‘Other: (PDF page number, i.e., “before page 45”)

2. Is this material::
-Newly stamped accepted label
= Notification .
2 New CSF
_ Final Printed Label
— Other: .

3.  Attach this notice on top of the material. It
must be clipped all together, NOT STAPLED.
Then give the material with this coversheet to
staff in the Information Services Center (Room
230).

Reviewer’s Name: _LW/M’?/V/:%)
Phone: _%(1¥- 01071 Division: A
Date: __'[-2(-0¢
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'\3\\““’ sr“’so_ QI’ED STATES ENVIRONMENTAL PROTQ'ION AGENCY

$ i) WASHINGTON, D.C. 20460
3 N7 8
4’4( Pnd‘io‘\
April 17, 2006
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

GARY GAUMER
PRESERVE INTERNATIONAL
PO Box 3135

TURLOCK, CA 95381

PRODUCT NAME: SYNERGIZE

COMPANY NAME: PRESERVE INTERNATIONAL
EPA FILE SYMBOL: 66171-7

EPA RECEIPT DATE: 04/11/06

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to

determine its acceptability for fast track status.

If you have any questions, please contact Antimicrobials Division, Risk Management
Team 31, at (703) 308-6233.

Sincerely,

Front End Processing Staff
Information Services Branch
Information Technology & Resources Management Division
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@-ce for Service] @ 1M

This package includes the following for Division
©New Registration ®AD
O
© Amendment BPPD
ORD
OStudies? UFee Waiver?
, Risk Mgr. | 31
Dvolpay % Reduction:
Receipt No. S- 793093
EPA File Symbol/Reg. No. 66171-7
Pin-Punch Date: 4/11/06

nis item is NOT subject to FFS action.
B ~ Action Code: Parent/Child Decisions:

Requested:

Granted:

Amount Due: $

Hume_x_n_Studies: Cite-All Sele(;tive Su;po—rt—

Tox (excluding Six-Pack)

Other Human Research (efficacy, exposure, etc.)

Reviewer: Date:_
Remarks:
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